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DETAILED ACTION 

Claims in the application are 16-22 and 30-44. 

A response of 2/11/08 to a restriction requirement elected Group 

II claims 33-44 without traverse. 

Claims 16-22 and 30-32 are withdrawn from further consideration 
pursuant to 37 CFR 1.142(b) as being drawn to a nonelected invention, 
there being no allowable generic or linking claim. Election was made 
without traverse in the reply filed on 2/22/08. 

Claims examined on the merits are 33-44. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 

112 : 

The specification shall contain a written description of the invention, and of the 
manner and process of making and using it, in such full, clear, concise, and exact 
terms as to enable any person skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and use the same and shall set forth the 
best mode contemplated by the inventor of carrying out his invention. 

Claims 39 and 41 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description 
requirement. The claim (s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey 
to one skilled in the relevant art that the inventor (s), at the time 
the application was filed, had possession of the claimed invention. 

Support is not found in the specification for "type IV" collagen 
required in the claims. The specification discloses only types I and 

III collagens. 
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Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 

112 : 

The specification shall conclude with one or more claims particularly pointing out 
5 and distinctly claiming the subject matter which the applicant regards as his 

invention . 

Claims 33-44 are rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and 
10 distinctly claim the subject matter which applicant regards as the 
invention . 

In line 2 of claim 33 "naturally secreted human collagen 

synthesized by cells in vitro" is uncertain as to meaning and scope. 

Being naturally secreted is relative and subjective. Since the 

15 collagen is secreted in vitro, the collagen is not naturally secreted 

since in vitro is not natural. 

Claims 42-44 are unclear how the process limitations required 

further limit the composition of claim 33. 

Claim Rejections - 35 USC §103 

20 The following is a quotation of 35 U.S.C. 103(a) which forms the 

basis for all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed 
or described as set forth in section 102 of this title, if the differences between 
the subject matter sought to be patented and the prior art are such that the 
2 5 subject matter as a whole would have been obvious at the time the invention was 

made to a person having ordinary skill in the art to which said subject matter 
pertains. Patentability shall not be negatived by the manner in which the 

30 Claims 33-44 are rejected under 35 U.S.C. 103(a) as being 



unpatentable over Palefsky et al (5,428,022) in view of Naughton et al 
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(5,032,508), and if necessary in further view of Tanagho et al 
(5, 656, 478) . 

The claims are drawn to an injectable composition containing a 
cell-free injectable formulation of naturally secreted human collagen 
5 synthesized by cells in vitro and a pharmaceutically acceptable 
carrier formulated for in vivo administration by injection with a 
syringe . 

Palefsky et al disclose (col 2, lines 38-49) an injectable 
composition containing human placental collagen suspended in a 

10 physiologically acceptable injectable carrier that may contain 

lidocaine (col 2, line 48). The collagen is composed of type I and 
type III collagen, and the collagen is sterilized (col 2, line 64 and 
col 8, line 12) and may be cross-linked (col 2, line 67). 

Naughton et al disclose (col 2, line 60 to col 3, line 54, 

15 paragraph bridging cols 6 and 7, col 8, line 45 to col to col 9, line 
31, and col 11) culturing stromal cells comprising fibroblasts (col 9, 
line 15) on a framework matrix having openings of 150-220 urn (col 11, 
lines 33-34) to form on the framework matrix containing stromal cells 
cultured cells and collagen secreted by the cells (col 11, lines 50-51 

20 and 59-60) . Tissue specific cells are grown on the resultant stromal 
matrix containing cultured stromal cells and collagen. The tissue 
specific cells can be separated from the framework matrix and 
implanted (col 15, lines 7-15) . Fibroblasts can be selected to 
express a desired collagen type or a mixture of stromal cells can be 

25 used to synthesize desired collagen types (col 11, lines 57-62) . 
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Depending on the type of tissue to be cultured and the collagen types 
desired, the appropriate stromal cells may be selected (col 12, lines 
26-29 and Table I (bridging cols 11 and 12)). For optimum growth of 
hematopoietic cells, the matrix should contain types I, III IV 
5 collagen (col 11, line 46) . 

Tanagho et al disclose a composition containing smooth muscle 
cells, extracellular matrix (Matrigel™) and a pharmaceutical 
acceptable carrier for injecting to grow smooth muscle tissue (col 7, 
lines 1-20) . 

10 It would have been obvious to produce collagen for use in the 

composition of Palefsky et al by culturing human cells in vitro that 
produce types I and III collagen as suggested by Naughton et al 
disclosing culturing in vitro cells that produce a desired type of 
collagen which can be types I and III collagen. Producing the 

15 collagen in vitro by culturing cells as suggested by Naughton et al 

would have been expected to be advantageous by eliminating the need to 
depend on the availability of human placenta as a source of the 
collagen. Collagen comprising types I and III collagen produced in 
vitro from human cells would have been expected to be functionally 

20 equivalent to human placental collagen. The conditions of dependent 
claims would have been obvious from the conditions disclosed by the 
references. Tanagho et al further disclose an injectable composition 
containing collagen (extracellular matrix) , and if needed would have 
further suggested the present invention. 

2 5 Double Patenting 
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The nonstatutory double patenting rejection is based on a 
judicially created doctrine grounded in public policy (a policy 
reflected in the statute) so as to prevent the unjustified or improper 
timewise extension of the "right to exclude" granted by a patent and 
5 to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the 
conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference 
claim (s) because the examined application claim is either anticipated 

10 by, or would have been obvious over, the reference claim (s). See, 

e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In 
re Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re 
Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 
686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 

15 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 
644 (CCPA 1969) . 

A timely filed terminal disclaimer in compliance with 37 CFR 
1.321(c) or 1.321(d) may be used to overcome an actual or provisional 
rejection based on a nonstatutory double patenting ground provided the 

20 conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of 
record may sign a terminal disclaimer. A terminal disclaimer signed by 

25 the assignee must fully comply with 37 CFR 3.73(b). 

Claims 33-44 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1- 
16 of U.S. Patent No. 6,284,284 Bl or claims 1-10 of U.S. Patent No. 

30 5,830,708. Although the conflicting claims are not identical, they 
are not patentably distinct from each other because the presently 
claimed injectable composition containing collagen would have been 
obvious from the composition suitable for injection containing 
extracellular matrix produced by the method of the claims of the 

35 patents. Extracellular matrix is formed of collagen. 
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Conclusion 



Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to David M. Naff 
5 whose telephone number is 571-272-0920. The examiner can normally be 
reached on Monday-Friday 9:30-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, 
the examiner's supervisor, Jon Weber can be reached on 571-272-0925. 
The fax phone number for the organization where this application or 
10 proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be 
obtained from the Patent Application Information Retrieval (PAIR) 
system. Status information for published applications may be obtained 
from either Private PAIR or Public PAIR. Status information for 
15 unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http: //pair- 
direct . uspto . gov . Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217- 
9197 (toll-free) . If you would like assistance from a USPTO Customer 
20 Service Representative or access to the automated information system, 
call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/David M. Naff/ 

Primary Examiner, Art Unit 

1657 
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